Procedure for requesting an exception to NIH Policy on a Special Volunteer/Guest Researcher assigning IP rights to the government

1) Research the reasons for requesting approval; consult with the PI making the request as well as the non-employee desiring to work with the PI

Resources to consult:

PHS Technology Transfer Policy Manual Chapter 203 “Inventions By Non-Employees Working At NIH Or Receiving NIH Intramural Training Support”

NIH Policy Manual 2300-308-1 “Guest Researcher/Special Volunteer Programs”

Executive Order 10096

2) Establish that the non-employee’s institution is willing to share ownership as the Chapter 203 policy does not usually allow for less than that (other institutions may need to obtain their own internal approvals to share ownership)

3) Draft a letter “to assert less than an entire interest” to the Deputy Director for Intramural Research (DDIR). The letter should present background information and clearly describe the significant contributions of the non-employee’s institution (“facilities, equipment, materials, funds, information or time and services”). 
For NCI, make separate through lines on the letter for the Unit Coordinator, Director of TTC, and Division Director.  

4) Review the draft letter as appropriate within the office/IC.  You may also want to send the draft letter to the NIH Office of Technology Transfer (OTT) Division of Policy for pre-review as OTT may have comments/revisions.  
5) Submit the signed original letter to OTT’s Division of Policy.  OTT will assemble an ad hoc committee of the Technology Transfer Policy Board (TTPB) to review the request and make a recommendation to the DDIR.  The letter is distributed to the five members of the ad hoc committee via email and the committee members send email comments to OTT (cc to you).
6) OTT’s Director of the Division of Policy will draft a memo to the DDIR (through the Director of OTT) summarizing the request and including the recommendation of the ad hoc committee.  A copy of your letter request is included as an attachment to the OTT memo.

7) OTT submits the request to the DDIR. The request is either granted or denied.  OTT will provide you with a PDF copy of the memo signed by the DDIR.

8) If permission is granted, you will need to modify the SV or GR agreement for this particular case.  Section 2 will need to be changed to indicate joint ownership, and an acknowledgement line should be added for the outside institution to sign.  The NIH Office of General Counsel (OGC) can be consulted when making these changes.

9)  Submit the modified SV/GR agreement to the outside institution for signature.

10) The SV/GR packet (including the signed SV/GR agreement from 9 above) is assembled by the appropriate Administrative Officer (AO) and submitted for NIH signature.  
For NCI, the Director of the NCI Ethics office is the NIH Approving Official for SV/GR agreements.  While the packet is being assembled, you should contact the NCI Ethics office to provide background information regarding the modified SV/GR that they will receive soon (include OTT memo with DDIR approval along with letter request and any other relevant documents).
11) After the SV/GR agreement is signed by NIH, the non-employee is able to get the appropriate paperwork in place for a NIH badge, etc. (not handled by our office)

